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DETAILED ACTION 

1 . This Office Action is responsive to the Amendment filed on March 6, 2009. Examiner 
acknowledges the amendment of claims 1, 4, 9-1 1, 14, 16-18 and 20. Claims 1, 4 and 8-20 are 
pending. 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
Stales and w as published under Article 2 1 (2) of such treaty in the English language. 

3. Claim 1 is rejected under 35 U.S.C. 102(e) as being anticipated by Kumar et al. (U.S. 
Patent Number 7,236,816). 

In regard to claim 1, Kumar et al. disclose a biopsy device suitable for use with a magnetic 
resonance imaging machine (Abstract). The device includes a needle (1610) for receiving tissue 
therein. The needle comprises a distal and proximal needle segment. The distal needle segment 
disposed by Kumar et al. is designed to gain access inside the body of a patient to collect tissue 
samples from a specific target area. The distal needle segment of the Kumar et al. device further 
includes a side slot (1612) and a hollow core. The side slot is disposed laterally and is designed 
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to receive tissue collected from the desired tissue site. The side slot (1612) is proximal to the 
piercing tip (1619) of the distal needle segment. 



Kumar et al. suggest the distal needle segment may include segments formed of a non-magnetic, 
non-metallic material (col. 23, lines 45-67; col. 24, lines 1-11). The proximal needle segment 
(1710) of the Kumar et al. device is coupled to the distal needle segment and is formed at least in 
part of a metal. The two coupled segments create a continuous lumen between the distal and 
proximal portions of the device (Figure 17). 



FIG. 16 
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4. Claim 19 is rejected under 35 U.S.C. 102(e) as being anticipated by Miller et al. (U.S. 
Patent Number 6,758,824). 

In regard to claim 19, Miller et al. disclose a biopsy device for use with a magnetic resonance 
imaging machine. The device comprises a distal needle segment (50) as shown in Figure 3 A. 
This distal needle segment has a lateral tissue receiving port (55) and is distal from the target site 
when the device is in operation. Miller et al. suggest the distal needle segment may be formed of 
a non-metallic material. The device disclosed by Miller et al. further includes a proximal needle 
segment (15), which is formed at least in part of a metal. Miller et al. disclose the distal needle 
segment being coupled to the proximal needle segment. Furthermore, the two coupled segments 
create a continuous lumen between the distal and proximal cutter portions of the device (col. 7; 
col. 8, lines 1-21). 



Claim Rejections - 35 USC §103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

6. Claims 8 and 10-14 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Kumar et al. (U.S. Patent Number 7,236,816) in view of Frederick et al. (U.S. Patent Number 



6,017,356). 
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In regard to claims 8 and 10-14, Kumar et al. disclose a tissue removal device comprising a 
needle connected to a handpiece which is actuated to sever tissue at the target area. The biopsy 
device disclosed by Kumar et al. is suitable for use with magnetic resonance imaging machines 
(Abstract). Kumar et al. disclose the device comprising a needle having a distal needle segment 
and a proximal needle segment. Kumar et al. further suggest the proximal needle segment joined 
with the distal needle segment along a common longitudinal axis, forming a continuous cutter 
lumen. Although Kumar et al. suggest portions of the device be made of alternative materials, 
such as plastics or other non-metallic substances, to be compatible with magnetic resonance 
imaging systems, Kumar et al. do not disclose having a piercing tip made of ceramics or glass 
material. Kumar et al. also do not disclose the device creating a vacuum lumen which is 
connected to a vacuum port. Frederick et al. disclose a cutting device for penetrating into a body 
cavity of a patient. The device disclosed by Frederick et al. suggests the penetrating device 
being made of a ceramic material (col. 13, lines 28-57). Frederick et al. further disclose having a 
vacuum lumen which is connected to a vacuum port (col. 10, lines 54-65). It would have been 
obvious to one having ordinary skill in the art at the time the Applicants' invention was made to 
modify a biopsy device for use with a magnetic resonance imaging machine, similar to that 
disclosed by Miller et al., to include a device having a penetrating tip portion made of ceramic 
material, similar to that disclosed by Frederick et al., to provide a device made of a 
biocompatible material which does not interfere with MRI procedures. Additionally, it would 
have been obvious to one having ordinary skill in the art at the time the Applicants' invention 
was made to modify a biopsy device for use with a magnetic resonance imaging machine, similar 
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to that disclosed by Miller et al, to include a device with a vacuum port, similar to that disclosed 
by Frederick et al, to assist with the collection of the biopsy sample. 

7. Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over Kumar et al. (U.S. 
Patent Number 7,236,816) in view of Frederick et al. (U.S. Patent Number 6,017,356) and in 
further view of Humphrey (U.S. Patent Number 5,607,401). 

In regard to claim 4, the combined references of Kumar et al. and Frederick et al. disclose the 
features of the Applicant's invention as described above. Although the combined references 
disclose joining the distal needle segment with the proximal needle segment, the combination 
does not disclose having the distal needle segment molded over a portion of the proximal needle 
segment. Humphrey discloses a piercing device for penetrating into a body cavity of a patient. 
Humphrey further discloses attaching two segments of the needle together through a molding 
process. It would have been obvious to one having ordinary skill in the art at the time the 
Applicants' invention was made to modify a biopsy device for use with a magnetic resonance 
imaging machine, similar to that disclosed by the combined references of Kumar et al. and 
Frederick et al, to include a needle made of two segments joined through a molding process, 
similar to that disclosed by Humphrey, to construct a continuous device while providing a secure 
and sealed joint between the two members. 

8. Claim 9 is rejected under 35 U.S.C. 103(a) as being unpatentable over Kumar et al. (U.S. 
Patent Number 7,236,816) in view of Frederick et al. (U.S. Patent Number 6,017,356) and in 
further view of Foerster et al. (U.S. Patent Application Publication Number 2002/0026201). 

In regard to claim 9, the combined references of Kumar et al. and Frederick et al. disclose the 
features of the Applicant's invention as described above. Although the combined references 
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disclose having a vacuum lumen, the combination does not specifically disclose the vacuum port 
being located side by side with the cutter lumen. Foerster et al. disclose a biopsy device which 
includes a biopsy needle with a tissue receiving portion, an inner cutting cannula and a vacuum 
line which supplies vacuum to the ports of the tissue receiving portion of the biopsy needle. It 
would have been obvious to one having ordinary skill in the art at the time the Applicants' 
invention was made to modify a biopsy device for use with a magnetic resonance imaging 
machine, similar to that disclosed by the combined references of Kumar et al. and Frederick et 
al, to include a vacuum port located side by side with the cutting lumen of a biopsy device, 
similar to that disclosed by Foerster ct al., to provide another mechanism which assists with 
collection of the biopsy samples upon use of the device. 

9. Claim 15 is rejected under 35 U.S.C. 103(a) as being unpatentable over Kumar et al. 
(U.S. Patent Number 7,236,816) in view of Frederick et al. (U.S. Patent Number 6,017,356) and 
in further view of Gregoire et al. (U.S. Patent Number 5,944,673). 

In regard to claim 15, the combined references of Kumar et al. and Frederick et al. disclose the 
features of the Applicant's invention as described above. The combination does not disclose 
having multiple passages extending from the vacuum to an outer surface of the needle. Gregoire 
et al. disclose a biopsy instrument with a vacuum source and an outer elongated hollow piercing 
needle. The needle of the Gregoire et al. device further includes a plurality of tissue receiving 
ports. It would have been obvious to one having ordinary skill in the art at the time the 
Applicants' invention was made to modify a biopsy device for use with a magnetic resonance 
imaging machine, similar to that disclosed by the combined references of Kumar et al. and 
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Frederick et al, to include a multi-port needle, similar to that disclosed by Gregoire et al, to 
allow sampling of multiple tissue samples from a tissue site (Gregoire - col. 6, lines 17-39). 
10. Claims 16-18 are rejected under 35 U.S.C. 103(a) as being unpatentable over Kumar et 
al. (U.S. Patent Number 7,236,816) in view of Frederick et al. (U.S. Patent Number 6,017,356) 
and in further view of Miller et al. (U.S. Patent Number 6,638,235). 

In regard to claims 16-18, the combined references of Kumar et al. and Frederick et al. disclose a 
biopsy device suitable for use with magnetic resonance imaging machines. The combined 
references fail to disclose the specific dimensions of the device. Miller et al. disclose an MRI 
compatible biopsy device. The device disclosed by Miller ct al. comprises a needle having a 
distal needle segment and a proximal needle segment. Miller et al. suggest the proximal needle 
segment is formed of a metallic MRI compatible material such as titanium (col. 4, lines 59-63; 
col. 7, lines 31-42). The distal needle segment of the Miller et al. device includes a tissue 
receiving port (43) and is made of an alloy which may consist of a non-metallic material. Miller 
et al. further disclose the proximal needle segment joined with the distal needle segment along a 
common longitudinal axis, forming a continuous cutter lumen. 




Fig. 3 A 
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Miller et al. disclose the continuous lumen formed by the distal needle portion and the proximal 
needle portion creates a vacuum lumen and allows vacuum pressure to be maintained during use 
(col. 8 lines 26-60). The lumen comprises at least one passage extending to an outer surface of 
the needle. The device disclosed by Miller et al. includes a distal piercing tip (16) located distally 
from the tissue receiving port. Miller et al. disclose the features of the Applicant's invention as 
described above. 

1 1 . Claim 20 is rejected under 35 U.S.C. 103(a) as being unpatentable over Miller et al. (U.S. 
Patent Number 6,758,824) in view of Humphrey (U.S. Patent Number 5,607,401). 
In regard to claim 20, Miller et al. disclose the features of the Applicant's invention as described 
above. Although Miller et al. disclose joining the distal needle segment with the proximal needle 
segment; Miller et al. do not disclose having the distal needle segment molded over a portion of 
the proximal needle segment. Humphrey discloses a piercing device for penetrating into a body 
cavity of a patient. Humphrey further discloses attaching two segments of the needle together 
through a molding process. It would have been obvious to one having ordinary skill in the art at 
the time the Applicants' invention was made to modify a biopsy device for use with a magnetic 
resonance imaging machine, similar to that disclosed by Miller et al., to include a needle made of 
two segments joined through a molding process, similar to that disclosed by Humphrey, to 
construct a continuous device while providing a secure and sealed joint between the two 
members. 
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Response to Arguments 

12. Applicant argues the Miller et al. reference does not disclose the claim limitations as 
amended including a lateral tissue receiving port positionable within the patient. Examiner 
submits the collection trap was interpreted to be the lateral tissue receiving port of the Miller et 
al. device. However, as amended would not meet the limitations of claim 16 since the lateral 
port (55) of Miller et al. device is not disposed proximally to the piercing tip and does not appear 
to be positionable within the patient. Applicant's arguments with respect to the claims have been 
considered but are moot in view of the new ground(s) of rejection. 

13. Applicant argues the Miller et al. device was misinterpreted as far as the directions and 
orientation of the device. Examiner respectfully disagrees that the Miller et al. reference was 
misinterpreted upon application of the Miller et al. device in the previous rejection. Examiner 
submits the interpretation of "proximal" and "distal" directions as described in the previous 
office action was applied according to the context of Applicant's claimed invention. Since these 
terms are relative to the application and orientation of the device, Examiner submits the 
reference was interpreted in context of a potential and applicable use of the device, which met 
the limitations as previously claimed. 

14. Applicant argues the prior art references fail to disclose the claim limitations as 
amended including a cutter lumen and vacuum lumen extending side by side along at least a 
portion of the length of the cutter lumen. Applicant's arguments with respect to the claims have 
been considered but are moot in view of the new ground(s) of rejection. 

15. Applicant argues the Miller et al. device fails to disclose a vacuum lumen or a continuous 
lumen comprising at least one passage extending to an outer surface of the needle. Examiner 
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respectfully disagrees. The Miller et al. device discloses an aspiration port that is utilized to 
assist with collection of the biopsy samples. The device disclosed by Miller et al. can be a 
vacuum aspiration port as suggested by Miller et al. in the background section of the reference as 
well as throughout the reference. As described throughout the reference, Miller et al. uses a 
vacuum pressure interchangeably with an aspiration pressure (col. 7, lines 54-67; col. 8, lines 1- 
22). In the previous office action, Examiner directed attention to a passage in the Miller et al. 
reference which referred to the aspiration device as indication that the Miller et al. reference does 
use some sort of vacuum pressure to collect the tissue samples. Additionally, the Miller et al. 
reference describes reasoning behind creating the device including efforts to design a biopsy 
device that has a vacuum source that minimizes clogging issues and is capable of being used 
during MRI procedures without creating interference issues (col. 4, lines 9-21). 
16. Applicant argues the Miller et al. reference teaches away from Applicant's invention 
because Miller et al. discloses that "with the exception of outer cannula (15), trocar tip (16) and 
inner cannula (17), every component of the biopsy device in accordance with the present 
invention can be formed of non-metallic material". Examiner respectfully disagrees. Examiner 
submits the Miller et al. suggests the trocar tip of the apparatus being formed of an alloy such as 
Inconel™, titanium or similar materials having similar magnetic properties. An alloy may consist 
of both metallic and non-metallic components. Upon substitution of material as suggested by 
Miller et al, one can incorporate an alloy which consists of metallic and non-metallic 
components. Examiner submits, since the material includes a non-metallic portion, the tip can be 
considered as "formed of a non-metallic, first material" as required by the limitations of the 
claimed invention. 
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Conclusion 

17. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Fangemonique Smith whose telephone number is (571)272-8160. 
The examiner can normally be reached on Mon - Fri 8am - 4:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on 571-272-4726. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



FS 



/Max Hindenburg/ 

Supervisory Patent Examiner, Art Unit 3736 



